Column E ExpUnation 


Reelstnt»D Number: Certificate Number 93 >F-00S, Customer Number H 
Number and Species of Aaimab: 70 Chinchillas 

f^ianation of Procedure Caasins Possible Distress: Individual housing in an unfamiliar 
eDvircminent and exposure of chinchillas to 4ikHz octave band noise at 105 dB sound prtissure 
level for a duration of 6 hours or an impulse noise of 155 dB (75 i tpet rUoos at 1 impulse/soc.). 
This procedure is ctmsidered acmi»inJ^ but may induce distress. This exposure induces cochlear 
hair cell loss and a significant hearing threshold This model is utiliz^ to test various means 
to pn^ect against cochlear hair cell loss and to poteatiaJly reverse codilear hair ccD loss. 

Sdmtific Justificalioii for Uivdieved Potential Distress: The potential distress of individual 
bewsing in an unfiimiltar environment is being relieved through a ludntuation procedure for our 
experimental animals. This leaves the actual noise exposure as our only unrelieved potential for 
distress as defined by the AWA. AUeviatioa of this potottial distress through the use of 
anesthetics or analgesics is scientifically cmztraiodicated for the following reasons. 

General Considerations 

a. Oeomadized anesthesia for a six>hourduraiioa would be medically 
contraindicated and in itself leads to a painful and distressful recover 
period. 

b. Animal models wifoout anesthesia mimics human sifojects under noise 
exposure better diaa the anesthetized animal. 

c. Noise exposure should try to replicate the real world as moch as possible; 
we typically are not exposed to noise in an anesthetized state. Ihe 
administration of drugs to sound exposed animal's cfiects several 
important suspects of sound transduction in the inner ear and 
eiectropfaysiological measurements of inner ear funqtirxL Because these 
confounded resuUs foom drugged animals cannot be extended to biwt^ p 
models, these dragged models are not used in hearing researdh. In the 
cooiae of the Medline literature review going back over 20 years s<xne 
5500 abstracts involving loud sound exposure, only about a doz«j 
nfi lt a e d anesfiietized animals and in (hose cases the focus of the studies 
was to invcfftigaie the efibets of those drags on tvyhigpr 
eloctrophysfologica] measuremoits. 

d. Noise exposures in ooimal animals always result in significant variations 
in threshold shifts. These variations may result from a variety of fectors 
such overactrve middle ear muscles, efferent feedback, and state of 
the animal . Now foere may be evidmsce that a dni^ed animal gives 
larger and more consisteitt threshold shifts because of the eliminalioQ of 
the aforemeationed variables. ' 


Specific Considerations 

a. Sodium pcnto-barbital has been shown to have a significant ^ect on 
tctel middle ear impedance and oa the shape of the tympaoograms. ^ 
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b. Tbc use of ketamine causes irignificant iacrcases la djatortion-product 
otoacoustic emissions. Hiis resuh indicates that toaic activity levels in 
the Godilear cffc r eiits are reduced by the anesthetic effects, which could 
lead to greater damage (bie to loud sonndaqMSDcre.^* 

c. Isoflurane agniticaaffy aftgrmalwt auditoiy steady state respemse (which 
is a response ^ the bnda to auditory stiimili) in a dase dependant 
manner/ 


Rcdferences: 

1) PopeUr, et al. Effect of dcmubc on auditory evoked rt^w na es in awake pigs. Hearing 
Research. 26(3);239-47, 1987 

2) Eames, B.L, et al. like role of the middle ear in acoustic trauma firan impulses. 
Laryngoscope. 85(9): 1582-92, 1975 

3) Hatel,N.,etal. The effect of anesthesia CD otoacoustic emissions. Hearing Research. 
110(12): 25-33 

4) Fuel, Jean-Loc,eta]. Penpoctives in iimer ear pharmacology and clinical i^plicatioos. In 
Cochlear fhannacology and noise trauma Eds. D. Piasher and B. Cankm. NRN Pul^cations. 
London; 1998 

5) Ftounde^G., eta].tiKe^KtofisoffiiraDeoothe8te«dy8t8tere^>oiisesndottcODSciouane9Sin 
human vohmtcxrs. Anesthesiology. 89(4); 844-51, 1998 
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This reponis retjuirefl by law (7 USC 2143J. Failure la report according lo the regulations can 
result m srrtirijerlo cease arrdfleS'Si and lone subject ic oenaiiies as prov.oed for mSefnoh 2t! 

See anached form for 
addiiiona! mformatiOh 

Interagency Report Control Nc : 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 42-F-0004 

CUSTOMER NUMBER; ISgg 

FORM APPROVED 

0MB NO. 0579.0036 


Nat’L Vet. Sves Lab 


ANNUAL REPORT OF RESEARCH FACILITY 

Box 844 


( TYPE OR PRINT } 

Ames, lA 50010 



Telephone: (515) 663-8504 



REPORnNG FACILTTY ( Lisi alUocations wriere animals were ^ouseo or used in actual research, testing, or eipenmentaiion. or held lor these purposes. Attach addiiionai sheets if necessary ) 


FACILITY LOCATIONS ( SKes ) - See Atached Uslmg 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY < Attach additional sheets If necessary or use APHIS Form 7023A I 


6. Numper of animsi I C. Nurhpet pf 


Being prefl. 
eondilioneO. or 
held Ipr use in 
teaching, testing, 
expertments, 
research, or 
surgery but not yt 
used for such 
purposes 


animals upon 
which leacrvng. 
research, 
experiments, or 
tests were 
conducted 
invoMrtg no pain, 
distress, or use O' 
pairr-retievmg 
drugs 


D. Numter of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted imiolumg 
accompanying ptm or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
(ranpuilizing drugs were 
' used. 


E. Number of animals upon which itashing, experiments, 
research, surgery or tests were conduaed involving 
accompanying pain or distress to the arumats and forwh 
Ihe use of appropriate anespieti:, analgesic, or iranquHlz 
drugs wou'd have adversely affeded the procedures, res 
or interprelaiion of Ihe leaching, research, experiments, 
surgery, or tests. ( An explanaiion of the procedures 
producing pain or distress in these animals and irte reasc 
such drugs were not used must pe attached to this report 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 

c + D + e ) 


Animals Covered 
By The Animal 
Welfare Regulations 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Marrsters 


B. Rabbits 


9. Non-hunnan Frimales 


■to. Sheep 


n. Pigs 


12. Other Faint Animals 


Cattle 


13. Other Animals 


Elk 


Horses 


ASSURANCE STATEMENTS 


1 } Rrotessionaiiy accepiapie standards governing the care, treatment and use of aramals, indudmg appropnaie use df anesteiic. artaigesic. and iranouiiizing drugs, prior to. during, and foilowmg actual resc. 
teaching, testing, surgery, or expenmenialion were followed by this research lacSIy. 

2 ) Each principal Investigator has considered aiiernslivK lo painful procedures. 

3J This facAiy is adhering to Ihe standards and regulalions under the Ad. and N has reguired that exceptions to me slanperds and regiAalions be specified and explained by (he priricipai investigator and aK 
Irtsirtuiionai Animal Care and Use Commiiiee (lACUC) A summary of alt aueh eaerplfons is anached lo this annual report. In addHi^ ip identifying me lACUC-approved axcapuor's. this summary m' 
priel explanation ol the exceptions, as weil as Ihe species ar.6 number of ammais affected. 

<».1 The aiiendihg veterinarian lor this research lacHliy has appropriate authority ls> ensure the prowsion of adeouate veterinary care and to oversee Ihe adepuacy of other aspects of ariimal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 







































NADC #42-F-007 


2 






t 



This is a pathogenesis study of Swine Influenza Virus (SIV) . 

Animals are expected’ Co develop mild signs of pyrexia, anorexia, 
listlessness, sneezing or coughing. 

The un-inhibited onset of the clinical signs are necessary to judge 
the pathogenic effects on the challenge virus and to evaluate the 
efficacy of the respective vaccines. For this reason anti-pyretics, 
expectorants, or stimulants would alter the clinical signs. These 
are the drugs that would be commonly be used to relieve the pain or 
distress of swine infected with influenza virus. If severe clinical 
signs develop. Animals will be euthanitized 

This is a study to determine the effect of transport on the amount 
of salmonella excreted in the feces of "carrier" swine. 

The effects must be allowed to manifest themselves without 
therapeutic drugs otherwise the results would not be valid. 
Antibiotics and ^ti-pyretics necessary to aleive the symptoms of 
salmonella infected pigs, lethargy, hyperthermia and diarrhea, 
would alter the colonization in the gut and alter the amount of 
salmonella 'excreted. Severely ill pigs , loss of motor skills, or 
profuse diarrhea for more than 48 hours will be euthanitized. 

This is a study to determine the effect of norepinephrine treatment 
of salmonella infected pigs on the virulence of the disease. 

The use of antimicrobial, antidiahreal and antipytretics are 
precluded. Pigs may develop mild symptoms after initial exposure. 
The disease must be allowed to develop eyrr^toms to provide quality 
samples, reflecting either an increased virulence of the agent or 
increased shedding. These signs being febrile response, 
enterocolitis, increased respiration, or mild depression. Animals 
that lose normal motor skills or develpop profuse diarrhea for 48 
hours will be euthanitized. 

This is a study to better understand the pathogenesis and virulence 
of PRRSV in swine. A part of the study ia to understand virus 
distribution in the tiasues following infection. 

The use of anti-pyretics and / or anti-inf lanvatory drugs would 
alter these experimental findings . Only mild syirptoms of mild 
dysnea, pyrexia, anorexia or listlessness are expected. Pigs that 
are unable to rise or develop labored breathing will be 
euthanitized. 

This is a study co test the efficacy of recombinant based vaccines. 
Vaccines are for protection from swine influenza and PRRSV. 
Parameters measured include temperature weight: gain, nasal 
shedding, immune responseas and lung lesions. 

The parameters monitored may be altered if anti-pyrecice, 
anitbiotics, or expectorants were administered to decrease the pain 
or discomfort of the symptomatic pigs. Therefore the use of these 
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products are precluded. Disease must be allowed to manifest with 
the exhibition of symptoms and lesions. Symptoms are expected only 
after the animals are challanged. Only mild signs are expected. 
Animals that exhibit labored bresathing or are unable to ruise when 
prodded will be euthanitized 

Sheep: 

1. The objective of the study is to determine the effect of ovine 
respiratory syncytial virxis (ORSV) on B cell responsiveness. 
Additionally the persistence of ORSV in lymphocytes will be better 
characterized. 

2. The use of anti-inflarnmatory or anti-hiatamine drugs would be 
expected to modulate the character of the lymphocytes. This was a 
study to observe the natural course of the disease, and the use of 
trial drugs to reduce the symptoms, indicators of pain or distress, 
would be expected to alter the natural course of the disease. 

Kaccoons : 

1. The objective of the study is to develop an animal model to strain- 
type the TSE's in the United States using raccoons. The time of 
onset of terminal symptoms will be the primary parameter used. 

2. The disease must be allowed to progress to the point of the 
development of diagnostic symptoms. The use of sedatives or 
tranquilizers may relieve the symptoms, but would alter the 
exhibition of the symptoms, and, perhaps, prolong the symptomatic 
period. To minimize the period of pain or distress, animals that 
become recumbent will be euthanitized. If animals show indications 
of producing self-inflicted injury, they will be euthanitized. 


Hamsters : 

1. The purpose of the study is to evaluate lepcospira clones for 
virulence. Weanling hamsters will be inoculated with live 
organisms . 

2 . Observation of clinical signs and how signs progress is necessary 
to evaluate virulence. Alleviation or relieving of the signs would 
interfere in the assessment. The primary signs used to evaluate 
the disease are jaundice or hemorrhage. To relieve the pain or 
distress as the result of the infection would reduce the level of 
jaundice or hemorrhage. To minimize severe or terminal signs, 
animals are observed every eight hours and any animal exhibiting 
hemorrhage is euthanitized. 
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Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and Hs use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of ari 
expIanaUon A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Repistration Number: ~ 


2. Numbe r 5199 in column E ^of animals used In this study. 


3. Species (common name) Guinea Pio o f animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

Animals receive either virulent organisms or toxins in vaccination/ 
challenge studies to evaluate potency of vaccine products. 


5. Provide scientific Justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, sec 
item 6 below) 

Death or survival is the endpoint used in the evaluation of vaccine 
products. The use of analgesics has the potential for causing 
misinterpretation of test results, and could alter time to death. 
Animals challenged with organisms die within hours of becoming ill. 
Animals challenged with toxin are considered dead and are removed 
from the test when moribund. 


6. What, if any. federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102); 


Agencv _.FyA ZXPH 610.10; 

1) Product License 1260/103821 

2) USP Method (Monograph, Pharmacopeial Forum 

page 1002) ^ ' 


July-August 2003, 
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0 
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55 

7 
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3a 
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0 

0 
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1 
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0 

39 
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7. Hanwtert 
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333 
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a. Rab6As 


0 
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0 
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0 

0 

0 

0 

19. Sheep 


0 

0 

0 

0 

11. Piga 

0 

0 

0 

0 

0 
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0 

0 

0 

0 
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15 
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79 
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